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NELSON LABORATORIES, INC.

QAU AUDIT STATEMENT

[X] USFDA (21 CFR PART 58) [ JUSEPA (40 CFR PART 160)

USP ANTIMICROBIAL PRESERVATIVE EFFECTIVENESS TEST

LABORATORY NO. 429608

1 The test was conducted in accordance with the USFDA or USEPA Regulations as noted
above.
2. In accordance with'the: Good Laboratory Practlcé.'R'egulatlons‘ the Assavying and Plating

phase(s) of this study was inspected by the Quality Assurance Unit on' 28 Jul 2008. The
findings of the inspection(s) were reported to- the Study Director on: 31 Jul 2008 and 1o
Management on: 01 Aug 2008. :

3. The Quality Assurance Unit has raviewed this report and has determined that the metheds .
and standard testing procedures are accurately described, and that the reported rasults
accurately reflect the raw data. .o ' :

4. The name- of the s{u‘dy director, the names of other scientists or professionals, and the
names of all supervisory personnel, involved in the study:
Michae! Neitson Dr. Jerry Nelson
Petar Croci Jeff Hilis
N /L h e - 3, u o
QUALITY ASSURANCE:  #~7z il //Y g 2 }y’j“‘" DATE: - .r’,{--’."/":l ,2{“‘:,:: o
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USP ANTIMICROBIAL PRESERVATIVE EFFECTIVENESS

LABORATORY NUMBER: 429606
PROCEDURE NUMBER: STPQ0131 REV Q2
PROTOCOL DETAIL SHEET NUMBER: 200801838 REV 01
SAMPLE SOURCE: Amarican Biotech Labs
SAMPLE IDENTIFICATION: Refer to Tables 1-2
DEVIATIONS: ' None
PROTOCOL ARPPROVAL DATE: 24 Jun 2008
SAMPLE RECEIVED DATE: 1Q Jun 2008
LAB PHASE START DATE: ' 24 Jun 2008
LAB PHASE COMPLETION DATE: 01 Aug 2008
REPORT ISSUE DATE: 01 Aug 2008
INTRODUCTION:

This study was perfarmed to determine the survival rate of various organisms in the test product.

The test employed methods designed to determine antimicrobial affectiveness described in the

United States Pharmacopeia (USP).

The samples of the product were inoculated, in duplicate, with five standard test organisms. The
inocutated samples were then incubated for a total of 28 days at 20-25°C. Aliquots from the
samples were immaediately removed and assayed for surviving organisms at 0 hour, 7, 14 and 28
day time intervals. The log reduction in the leve! of the test organisms was calculated for each time
interval.

PROCEDURE:
The foltowing organisms were tested:

1) Staphylocaccus aursus ATCC #6538
{Bacteria, Gram (+) cocci]

2) Pseudomonas aeruginosa ATCC #3027
[Bacteria, Gram (-) bacillus]

3) Escherichia coli ATCC #8739
[Bacteria, Gram {-) bacillus]

4) Candida atbicans ATCC #10231
[Yeast]

5) Aspergillus niger ATCC #16404
[Maid}
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The bacteria ware transferred to soybean casein digest agar (SCDA) and incukated at 30-35°C for
18-24 hours. The C. albicans and A. niger were transferred to Sabouraud dextrose agar (SDEX).
The C. albicans was incubated at 20-25°C for 44-52 hours and the A niger was incubated at 20-
25°C for 6-1Q days.

The bacteria and C. albicans were harvested using 0.8% saline and A. niger was harvested with
0.9% saline containing 0.05% Tween® 80 (SALT). The A. nigerwas filtered thraugh gauze and all
cultures were vortexed to break up clumps. The titer of each suspension was adjusted to
approximately 10° colony forming units (CFU)/mL using visual turbidity, The actual titer of each
culture was determined using the positive control vaiues.

Two 7.0 mL samples of the test product were prepared for each challenge organism. The duplicate
tubes containing 7.0 mL were then inoculated with 70 plL of the test organism using a calibrated
micropipettor. The volume of the inocufum was between 0.5% and 1.0% of the volume of the
product. The-final concentration of the test preparation was approximatsly 10° - 10° CFU/mL of
product. The samples were well mixed.

Two positive control tubes were prepared for each organism using sterile water. Negative contrals
ware also prepared, A 70 L aliquot of the test organism was added to 7.0 mL of sterile water for
the positive control. All test samples were stored at 20-26°C for a total of 28 days.

Control tubes and test vials were assayed immediately to determine the initial concentration of
organisms.in each tube. The'test suspensions were assayed at the following intervals: 0, 7, 14 and
28 days.

Sample aliquots at each interval were diluted in letheen broth (LETH) and plated on SCDA for
bacteria and SDEX for C. albicans and A. niger. The bacteria plates were incubated at 30-35°C for
3-5 days. The C. albicans plates ware incubated at 20-25°C for 3-5 days and the A. niger plates
were incubated at 20-25°C for 3-7 days.

NEUTRALIZATION JUSTIFICATION:

Additional controls were performed to ensure neutralization. This was parformed by adding 1.0 mL
of un-inoculated product to 9.0 mL 6f LETH. This simulates the highest concentrations of the
product plated, and represants the worst case for neutralization. The tubes were then inoculated
with 0.1 mL of a 1,000-10,000 CFU/mL organism suspension, and plated in 0.5 mL aliquots. on the
appropriate racovery agar. Controf tubes of LETH, without any product, ware inocuiated
concurrantly with the same known cultures and plated. Neutralization is demonstrated when the
number of colonies on the neutralized sample plates demonstrates at least 70% recovery when
comparad to the control plates and all plate counts show a racovery of s 100 CFU/plate.
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Letheen broth (the neutralizer used) is a very common neutralizing broth and has not besn shown to
inhibit growth of the 5 standard organisms.usad for this test method. In addition, the 5 sampiles (1
per organism) and the 5 positive controls are diluted in the same neutralizing broth, and then plated.
Any inhibitory effect that could be present woulid affect both the positive control recoveries as wall
as the sample recoveries, thus final log reduction results would not be affected by any possible
toxicity of the neutralizer broth used.

ACCEPTANCE CRITERIA;

According to USP, products are placed into categorias according to product type. The product
catagory will determine the acceptance criteria for the test. The following table provides a
dascription of the current USP categories.

CATEGORY : PRODUCT DESCRIPTION

Injections, other parenterals including emulsions,. ofic products, starile.

1 nasal products, and ophthalmic prcducts made wnth aquaeoys bases
or venhicles.,
Topically used products made with aqueous bases or vahxcies non-

2 sterile nasal products, and emulsions, including those applied to-
‘mucous membranes.

3 Oral products othar than antacnds made with aquaous bagses or
vehicles.

4 Antacids made with an aquaous base.

On the following page is the acceptance criteria for the USP Artimicrobial Effechveness Test. No
increass is defined as not more than a 0.5 Iog‘o unit hlghsr than the previous value measured.

18-7



NELYON

LABORATORIES

American Biotech Labs USP Antimicrobial Preservative Effactivenass Test
Lab Numher 429606 Page B of 9

Category 1 Products

Bacteria: - Notless tnan 1.0 log reductior from the initiat calculated countat 7 |
‘ days not less than 3.0 log raduction from the initiat count at 14
days and no increase from the 14 days' count at 28 days.

Yaast & Moids; | No increase from the initial calculated count at 7, 14, and 28 days. .
|

Category 2 Products |

Bacteria: Not less than 2.0 log reduction from the initial count at 14 days, t
'5 " and ne increase from the 14 davs' count at 28 days. g
i Yeast & Molds: | No increase from the initial calculated count at 14 and 28 days. !

L

: Category 3 Products

{
i

i ! %
| Bacteria: [-Not less than 1.0 log reduction fram the initial count at 14 days, |
| ¢ and no increase from the 14 days' count at 28 days,
' Yeast & Molds: | 'No increase from the initial calculated count at 14 and 28 days.
! i
| : _
i Category 4 Products
Bacteria, Yeast,& No increase from the mmai calculated count at 14 and 28 days.
Molds: f
i j
RESULTS:

The results reported in Table 1 are representative of two replicates plated in duplicate. The greater
than {>) values represent the detectable limits of the test where zero CFU were observed on the

plates. The approximate (~} symbol is applied ta resuns where plate counts fall outside of ths
statistically accurate range of 25-250 CFU

Tre neutralization data is found in Table 2. The neutralization testing showed adequate
neutralization of all products tested at the 1:10 dilution when challenged against the standard test.
organisms,

All nagative controls showed no growth.,
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CONCLUSION:

interpretation of the data is the responsibility of the sponsor and no conclusion can be made by
Nelson Laborateries, Inc. (NLI).

DATADISPOSITION:

The raw data and final report from this study are archived at NLI or an approved off-site location.

STATEMENT OF UNCERTAINTY:

If applicable, the statement of uncertainty is available to sponsors upon request.

: ‘\\ o / r""}/

/  Jif Z/"v/

YA
Peter Croell -/

Study Director
(/}
a4 / '} /".‘ 1%
Of M. <003
Study Com‘p!et‘:on Date
MJIN/es
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TABLE 1. Summary of Log Reduction Results
Sample [dentification: AGX Wound Care Lot #060808

| TIME INTERVAL
QROARIGH 0 HOUR 7 DAY 14 DAY 28 DAY
S. aureus 0.91 >4.72 »4,72 >4,72
P. aeruginosa >3.31 >4.31 >4.31 >4.31
E. colf >3.12 >4.56 >4.56 >4.56
C. albicans >3.73 >4.73 5473 | 473
A, niger 019" 358 | >359 t >3.50
TABLE 2. Neutralization.Data
SAMPLE | R S | PERCENTOF |
DENTIEICATION, | OFGANIEM | CONTROL |  SAMPLE, CONTROL (%)
S.aureus | 27 3 118
' . aeruginosa 16 :
AGX Wound Care | P. aeruginosa 6 12 75
Lot #080808 | E. colf 29 25 86 !
. C. albicans 50 40 80 ’
- A nigsr 7 6 ! 36 1
i i
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Alt reports and letters issued by Nelson Laboratories, Inc. are for the exclusive use of the sponsor to
whom they are addressed. These results relate only to the samples tested. Reports may not be
reproduced except in their entirety. No quotations from reparts or use of the corporate name is
permitted except as expressly authorized by Nelson Laboratories, Inc. in writing. The significance of
any data is subject to the adequacy and representative character of the samples tendered for
testing. Nelson Laboratories, inc. warrants that all tests are performed in accordance with
established laboratory procedures and standards. Nelson Laborataries, Inc. makes no other
warranties of any kind, express orimpiied. Nelson Laboratories, Inc. expressly states that it makes.
no representation or warranty regarding the adequacy of the samples tendered for testing for any
specific use of application, that determination being the sole responsibility of the sponsor. Nelson
Laboratories' liability for any loss or damage resulting from its actions or failure to act shall not
exceed the cost of tests performed, and it shall not be liable for any incidental or consequential
damages. '
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1.0 INTRODUCTION

1.1 Purpose: This test is designed to determine the effectiveness of an antimicrobial
preservative. Antimicrobial preservatives are substances which are commonly added to
multiple dose containers to protect them from microbial contamination and inhibit the
growth of the test microorganisms that may be inadvertently introduced during use. The
procedure involves the contamination of the test system with known numbers of
standard laboratory strains selected to provide a diverse challenge to the system. At
periodic intervals samples are removed and assayed to determine survival.

- Interpretation of the results is based on log reduction and survivor data.

1.2 Scope: This procedure is appropriate for testing products that contain an antimicrobial
agent or that are otherwise inhibitory to the test organisms. It is a quantitative test that

allows the determination of the amount of organism reduction at pre-determined
intervals. :

1.3 Justification: Multiple dose containers and products, which include chemical sterilization
systems, must be evaluated for their ability to stabilize or reduce the manufacturing or
adventitious in-use contaminants. This test is a severe challenge. The procedure was
written to comply with the United States Pharmacopeia (USP) in content and intent.

2.0 REFERENCES

2.1 United States Pharmacopeia 31 & National Formulary 26. 2008. <51> Antimicrobial
Effectiveness. United States Pharmacopeial Convention, Inc., Rockville, MD. (CRD266)

[ = | .0, Box 17577 [ ©2008 by Nelson Laboratories, Inc

’ T ‘ SALT LAKE CITY, UT. 841170557 All rights reserved. No part of this document shail be reproduced, storad in a retrieval system, ,
' e 6280 SQUTH REDWOOL ROAD ‘ or rransmitted by any maans, eiectronic, mechanical, o ctherwise, without watten permission

{ | SALT LAKE CITY, UT. 84123-6500 from Neison aborateries inc .
| Nmo | Tel 801-663-2600 Fax €01-0632530 | p 10f9 1
L ARORAT ORI S \Web Site: www.neisoniabs.com | age 1o |
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3.0 RECORDS

3.1 FRMO0268 — USP Antimicrobial Preservative Effectiveness Test Forms

3.2 FRMO0435 ~ Neutralization Plate Count Results -Optional

40 RESPONSIBILITY

4.1 The Study Director maintains overall responsibility for conducting this study.

5.0 DEFINITIONS
5.1 APE - Antimicrobial Preservative Effectiveness.

5.2 NEUTRALIZER - Substance which renders inert the activity of antimicrobials.
5.3 USP - United States Pharmacopeia.

6.0 SAFETY

6.1 Lab coat and protective glasses are required at all times in the laboratory while testing is
being performed.

6.2 Food or drink is not allowed in the laboratory.

7.0 FREQUENCY
7.1 This document is reviewed approximately biennially.

7.2 Changes to this procedure may be proposed at any time, as needed (i.e., process or
test method changes, reference updates, etc.).

8.0 ACCEPTANCE CRITERIA

8.1 Positive and negative controls should be respectively positive and negative for growth.

8.2 Neutralization control must demonstrate a 2 70% organism recovery at the reported
product dilution.

‘ S ©2008 by Nelson Laboratories, Inc j
l e ———— j SALT LAKE CITY, UT. 841170557 | Al nghts reserved. No oart ot this gocument shall be reproauced, stored in a relneval system,
e e =] 1 5280 SCUTH REDWCOD RCAD of transmitted by any means, electronic, mecnanical, or otherwise, without wrten permission ;
l i
|
{

| N N SALT LAKE CITY, UT 841238600 from Neisor L aerzlones inc.

i
‘ Tei: 801-963.2600 Fax 801-G63-263C | )
| i witomarrsio i & ‘Net Site: www.nelson.abs.com ‘ Page 20f9 1
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9.0 MATERIALS

9.1 Equipment
9.1.1 Incubator capable of 30-35°C, and 20-25°C
9.1.2 Refrigerator capable of 2-8°C
9.1.3 Vortex mixer
9.1.4 Balance sensitive to 0.001 g
9.1.5 Micropipettors
9.1.6 Pipette aids

9.2 Supplies‘
9.2.1 Sterile1, 5, & 10 mL pipettes
9.2.2 Sterile test tubes with closures
9.2.3 Sterile bent glass rods .
9.2.4 Sterile pipette tips

9.3 Reagents
9.31 0.9% ?’hysiological saline solution (PHSS)
9.3.2 Saline Tween® (SALT)
9.3.3 Sterile Purified Water (PURW)

9.4 Media
9.4.1 MMF0264 - Soybean casein digest agar (SCDA)
9.4.2 MMF0274Sabouraud dextrose agar (SDEX)
9.4.3 MMF0199 - Soybean casein digest neutralizer agar (NUAG)
9.44 MMF0128 - Letheen broth (LETH)
9.4.5 Other neutralizer broth as appropriate

9.5 Microorganisms

e | P.0. Box 17677 l ©2008 by Nelson Laboratories, Inc !
| e———— SALT LAKE CITY, UT. 84117-0557 All nights reserved. No part of this document snafl be reproauced, stored in a retriaval system,
| T e | €280 SOUTH REDWOOD ROAD ! or transmifted by any means, electranic, mechanical, or otherwise, without written pemission
! | SALT LAKE CITY. UT. 84123-6600 | from Nelson aboralones ing
Ry | Ter 8019832800 Fax 5019632630 [ B
AR AT x| #/8b Site" www nelsorlabs.com | Page 30f9 !
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9.8.1 Staphylococcus aureus ATCC #6538
9.5.2 Pseudomonas aeruginosa ATCC #9027
9.5.3 Escherichia coli ATCC #8739 |
9.5.4 Candida albicans ATCC #10231

9.5.5 Aspergillus niger ATCC #16404

10.0 CULTURE PREPARATION

10.1 Maintain test organisms lyophilized and stored'below -15°C. The microorganisms

used in testing must not be more than five passages removed from the original ATCC
culture.

10.2 Transfer the bacteria to soybean casein digest agar (SCDA).

10.3 Transfer the Candida albicans and Aspergillus niger to Sabouraud dextrose agar
(SDEX).

10.4 Incubate cultures as outlined in the following table:

ORGANISM v MEDIA®S | TEMP.< sidids TIME:. - -
Staphylococcus aureus SCDA 30-35°C 18-24 hours
Pseudomonas aeruginosa SCDA 30-35°C 18-24 hours
Escherichia coli SCDA 30-35°C 18-24 hours
Aspergillus niger SDEX 20-25°C 6-10 days
Candida albicans SDEX 20-25°C 44-52 hours

arvest the bacteria and C. albicans cultures with PHSS. For maximum harvest, flood

the plates and use a glass rod to suspend growth in the saline. Use the bacterial and
yeast suspensions within 24 hours of harvest.

10.6 Harvest the A. niger culture similarly, but with saline Tween® (SALT), a solution of
0.9% saline with 0.05% polysorbate 80 (T ween®). '

10.6.1 Remove the mycelial mats with a sterile spatula.

10.6.2 Filter the organism through several layers of sterile cotton or gauze to remove
clumps and debris as needed.

10.6.3 Vortex the suspensions vigorously to further break up clumps.

10.6.4 The fungal preparation may be stored under refrigeration for up to 7 days.

[ P.0. Box 17577 [ 32008 by Nelison Laboratories, Inc ]
| Y l SALT LAKE CITY, UT. 84117-0557 | An rights reserved. Ne oart of this document shall be reproduced, stored m a retneval sysiem, |
3 | 6280 SQUTH REDWOQD ROAD | oriransmitied by any means, electronic, mecnanical, or ctharwise, without written permission ’
i NEDON ! SALT LAKE CITY, UT, 84123-6600 ’ from Nejson Laberatories inc_
! | Tei: 80%-363-2600 Fax: 801-563-2620
LirnOrATORES | ‘Web Site; www nelsonians.com ' Page 4 0f 9 7
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11.0

10.7 Adjust the concentration of each suspension to approximately 10®° CFU/mL.

10.8

TEST
1.1

11.2

1.3

Refrigerate the suspensions if not used within 2 hours of preparation.

Immediately before or concurrent with the test, perform plate counts on each
suspension used. The positive controls may serve as this titration.

PROCEDURE

Prepare separate sample tubes for each test organism, mixing well to assure
uniformity.

Inoculate each sample tube with the appropriate organism using a calibrated
micropipettor. The volume of the inoculum should be between 0.5% and 1.0% of the
volume of the product. The concentration of microorganisms that is added to the
product should be such that the final concentration of the test preparation after
inoculation is between 1 x 10° and 1 x 10° CFU/mL of product. For Category 4
products (antacids) the final concentration of the test preparation after inoculation is
between 1 x 10° and 1 x 10* CFU/mL of product. Test the sample as a single replicate
or in duplicate as requested by the sponsor.

Prepare control tubes for each culture with the same volumes of sterile water (PURW)
as were used for the sample. Inoculate the control tubes with the same amount of

" inoculum as determined with the sample. Test the control tubes in the same number

1.4
11.5
11.6
11.7

11.8

11.9

of replicates as the sample.

Assay the controls immediately.

Incubate all test sambles at 20-25°C.

Assay each test sample at the following intervals: 0, 7, 14, and 28 days.

Inspect the test samples at each of the test intervals listed above and describe any
irregular appearance.

Assay the samples using serial dilution in a neutralizer broth. Use standard pour-plate
or spread-plate technique. Plate sample aliquots on SCDA for bacteria and SDEX for
molds and yeasts. Modify the media as necessary by adding neutralizers to inactivate

the product. Incubate the bacteria plates at 30-35°C for 3-5 days. Incubate C.

albicans plates at 20-25°C for 3-5 days and A. niger plates at 20-25°C for 3-7 days.
Perform plate counts in duplicate or triplicate as requested by the sponsor.

After incubating for the appropriate amount of time, count the plates and calculate the
log reduction and the concentration of each microorganism during the test, using the
values obtained from the zero hour controls. Calculate the log reductions using the
following formula:

| SALT LAKE CITY, UT. 841233800
i Tei 801-663-2600 Fax: 801-9583-2630

2008 by Nelson Laboratories, Inc
All rignts raserved. No part of this document shall be reproduced, stored in a retrieval system,
cr transmitted by any means, electronic, mechanical, or otherwise, without written permission
from Neison Lagoratones jnc

- ! ?.0. Box 17577
SALT LAKE CITY, UT. 84117-0557
280 SOUTH REDWOQD ROAD

Page 5of 9

‘Waeb Site: www.naisonlaps.com
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{log (initial concentration) - log (final concentration)}
Example: log(1 x 10%) - log(1 x 103 =6-3 =3

11.10  Monitor replicate variation, as necessary, by calculating the log,, difference between
replicates.

11.10.1 Ifthe variation is greater than a 0.5 log,, difference, evaluate, and report
each replicate separately instead of a combined average of the two
replicates if appropriate.

11.11  Perform a negative control with each plating to assure the sterility of the dilution

- liquids used (i.e. PURW for the control samples and Neutralizer broth for the test
samples). Plate aliquots of the diluent onto both SCDA and SDEX. Incubate the
SCDA plates at 30-35 °C for 3-5 days. Incubate the SDEX plates at 20-25°C for 3-7
days. Score plates for growth or no growth of the test organisms.

12.0 NEUTRALIZATION
12.1 Dilute organism suspensions used in testing to approximately 1,000-10,000 CFU/mL.

12.2 Prepare one tube per organism with 9 mL of LETH or other appropriate neutralizer
broth and 1 mL/g product. This demonstrates the “worst-case” for neutralization.
Alternately, further serial dilutions may be made if neutralization is not achieved atthe
first dilution.

12.3 Prepare control tubes of 10 mL of LETH per organism.

12.4 Inoculate each tube with 0.1 mL of the test organism suspensions, vortex thoroughly

and plate in triplicate on the appropriate agar. Incubate plates as described in the test
procedure. '

12.5 Count the plates and compare the recovered counts from the sample plates to those
of the control plates.

12.6 There should be an expected organism recovery of not less than 70%. If the
organism recovery is less than 70%, repeat the test using another neutralizer broth or
method at the discretion of the study director. If recovered counts are >100 CFU, the
neutralization procedure should be repeated with an adjusted titer.

13.0 PRODUCT CATEGORIES

13.1 Table 1 places products into four categories. Knowing the appropriate product
category of the test product allows the sponsor to determine which USP acceptance
criteria to apply.

P.C. Box 17577 | ©2008 by Nelson Laboratories, Inc |

|
‘ = ! SALT LAKE CITY, UT 841170557 | Al rights raserved. No part of this cocument shall be regroduced, stored n a ratneval system, |
T 6280 SOUTH REDWQOCD ROAD | or transmitted by any means. elactronic, mechanical, or ctherwise, without wrtten permission |
i NMN ‘ SALT LAKE CITY, UT. 84123-660C from Neison Laporatones ing
! | Tel: 801-563-260C Fax: 801-963-26830
Lanoparopire | ‘At Site www.nelscniabs,com 1 Page 6 of9
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14.0 USP CRITERIA FOR ANTIMICROBIAL EFFECTIVENESS
14.1 Table 2 explains the criteria for antimicrobial effectiveness for each category. No

increase is defined as organism recovery of not more than 0.5 log+o unit higher than
the previous value measured.

15.0 EXECUTIVE SUMMARY
16.1 Reason for change
15.1.1 Updated reference.
156.2 Justification of change
15.2.1 USP reference updated.
15.3 Summary of changes
15.3.1 Updated reference.
15.3.2 Added MMF numbers to media.
15.3.3 Optional form pulled out of bundie and given own form number.
15.4 Training Requirements | |
15.4.1 Read the STP and document the review.
15.4.2 Watch a master perform the procedure.

15.4.3 Perform the procedure satisfactorily with the master watching.
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TABLE 1 - PRODUCT CATEGORIES
CATEGORY : : PRODUCT DESCRIPTION
Injections, other parenterals including emulsions, otic products, sterile
1 nasal products, and ophthalmic products made with aqueous bases or
vehicles. .
Topically used products made with aqueous bases or vehicles, non-
2 sterile nasal products, and emulsions, including those applied to
mucous membranes.
3 ' Oral products other than antacids, made with aqueous bases or
vehicles.
4 Antacids made with an aqueous base.
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TABLE 2 - USP CRITERIA FOR ANTIMICROBIAL EFFECTIVENESS

Category 1 Products

Bacteria: - = Not less than 1.0 log reduction from the initial calculated count at 7
days, not less than 3.0 log reduction from the initial count at 14
days, and no increase from the 14 days’ count at 28 days.

Yeast & Molds: No increase from the initial calculated count at 7, 14, and 28 days.
: e Category 2 Products i
Bacteria: Not less than 2.0 log reduction from the initial count at 14 days,
and no increase from the 14 days’ count at 28 days.
Yeast & Molds: No increase from the initial calculated count at 14 and 28 days.
' __ Category3Products
Bacteria: ' Not less than 1.0 log reduction from the initial count at 14 days,
and no increase from the 14 days’ count at 28 days.
Yeast & Molds: No increase from the initial calculated count at 14 and 28 days.
, —— ; : ,.caf;g°m4 Pr@dﬁb@[ ’. e s

| Bacteria, Yeast,& Molds: No increase from the initial calculated count at 14 and 28 days.
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